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Please find belovv ancLui attaciied an OffiLc LuniinuiiiLaliun concerning this application or proceeding. 


Office Action Summary 

Applicatbn No. 

Applicant(s) I If 

Examiner X 

Group Art Unit 



—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE " " 3 ~ MONTH(S) FROM THE MAILING DATE 
OF THIS COMMUNICATION. 


- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, hiowever, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 


Status 


Responsive to communication(s) filed on _ 


This action is FINAL, 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 

accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 

Disposition of Claims 

^CIaim(s) / ^ 9^ — -ts/are pending in the application. 

Of the above claim(s) / ^ ^ ^S^. . 46/are withdrawn from consideration. 

Claim{s) is/are allowed. 

^CIaim(s) ^^J—i. ' " Ss/are rejected. 

Claim(s) - _ . is/are objected to. 

Claim(s) are subject to restriction or election 

requirement. 

Application Papers 

See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

The proposed drawing correction, filed on is approved disapproved. 

The drawing(s) filed on is/are objected to by the Examiner. 

The specification is objected to by the Examiner. 

The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 (aHd) 

Acknowledgment is made of a claim for foreign pnority under 35 U.S.C. § 11 9(a)-(d). 
All Some* None of the CERTIFIED copies of the pnority documents have been 
received. 

received in Application No. (Series Code/Serial Number) 

received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 
•Certified copies not received; 
Attachment(s) 


Notice of Draftsperson s F^atent Drawing Review, PTO-948 Other 
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DETAILED ACTION 


Election 


Applieant's eleelion ol'Ciroup II (elaims 2-9 & 14) without traverse in Paper No. 9. filed 
4.21.03 is aeknowledged. Claims 10-13 are rejoined with the elected group II claims as belonging 
to the same group, which were inadvertently restricted to group III. 

Claims 1 & 15-98 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b). as being drawn to a non-elected invention. 

2. Claims 2-14 are pending and under consideration in this examination. 

3. The specification has not been checked to the extent necessar\ to determine the presence of 
all possible minor errors. Applicant's cooperation is requested in correcting any errors of which 
applicant may become aware in the specification. 

4. Claim Objections 

Claim 6 is objected to under 37 CI R 1 .75(c). as being of improper dependent form for failing 
to further limit the subject matter of a prex ious claim. .Applicant is required to cancel the claim(s). 
or amend llie claim(s) to place the chiim(s) in proper dependent form, or rewrite the claim(s) in 
independent form, daim 6 depends on ncMi-elected claim, therefore this objection. (Compliance w ith 
the abo\e suggestion(s) will o\ercome this objection. 


35 I ,SX\ § 1 1 2, first paragraph (H ritten Description) 
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skilled in the relevant art that the inventors, at the time the applieation was filed, had possession of 
the elaimed in\ ention. 

Claims 2-6 & 8-14 reeite and encompass 'an isolated poh nucleotide thai encodes 10 or 15 
consecuti\e amino acids (claims 2-3) or an antisense polynucleotide comprising 15 consecutive 
nucleotide (claim 1 0) or where the expression \ eclor/hosl cell comprises the encoding polynucleotide 
of claim 2 or 3 (claims 4-5)...". No functionality is associated with the fragments of 10 or 15 
contiguous amino acids of SHQ OD Nos. 2 encoded by SHQ ID No. 1 as disclosed in the 
specification. Further, no description is provided of the use of these fragments or in the recombinant 
construction of vector, host cell and the method of making a polypeptide having DSP- 12 or 
phosphatase activity, liven if such fragments of the polypeptides can be recombinantly expressed 
(claim 14). without the fragment being enzymatically active, it would be impossible to isolate such 
polypeptide fragments (without being active) from among mixture of polypeptides. The specification 
discloses onh the full length nucleotides sequences of SFQ ID Nos. 1 encoding a human phosphatase 
of S1:Q ID NO : 2 as the species of the claimed genus which is insufficient to put one of skill in the 
art in possession of the attributes and features o( ixW species w ithin the claimed genus. No function 
is associated w ith the fragments, rherelbre. one skilled in the art cannot reasonabl\ conclude that the 
applicant had possession of the claimed inv ention at the time the instant application was filed. 

fhe specification also fails to describe additional representati\e species of these phosphatases 
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Similarl). no specific hybridization conditions are recited (claims 11-13) other than the wash 
conditions compared to the moderateK' stringent conditions described in the specitlcation (page 1 1, 
lines 1-11). The definition of ''stringency" as it pertains to hybridization conditions is subject to 
interpretation and is dilTerent from laborator\' to laboratory. Therefore, without a clear and explicit 
recitation of w hat conditions are meant to be included by the term "hybridizes", and without a clear 
and explicit recitation of the conditions (for example, moderately stringent as defined and recited in 
the claims) which were actually used by Applicants in isolating polynucleotides which hybridize to 
SHQ ID NO: X. the skilled artisan cannot reasonably conclude that the applicant had possession of 
the claimed invention at the time the instant application was filed. Therefore, the written description 
requirement is not satisfied. 

6. 35 V.S.C. § 1 12, first paragraph (enablement) 

Claims 2-6 & 8-14 are rejected under 35 U.S.C. 112. first paragraph, because the 
specification, while being enabling for an isolated polynucleotide of SHQ ID NO : 1 encoding a full- 
length DSP- 12 pol\ peptide of S1:Q ID NO: 2. corresponding antisense molecule, vector, host cell 
and the nictht)d ol^ niaking the recombinant !)SP-12 poKpeptide. does not reasonabh prov ide 
enablement for an\ polynucleotide encoding a DSP-12 poK peptide hav ing 50% identitv to SHQ ID 
NO: 2 (claim 6). or a pol\ nucleotide (or antisense) encoding a fragment of S1{Q ID NO : 2 which is 
10 or 15 ci^ntiguous amiiK^ acids in length and use such sequences in vector & host cell constructs 
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1 he specification does not enable an\ person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make the in\ ention commensurate in scope with these claims. 

The scope of the claims do not commensurate with the enablement provided by the disclosure 
w ith regard to the extremely large number of nucleic acid molecules which may or may not encode 
the desired dual specificity phosphatases broadly encompassed b\' the claims. Since the amino acid 
sequence of a protein determines its structural and functional properties, predictability of which 
changes can be tolerated in a protein's amino acid sequence (in order to making the necessarv' changes 
in the encoding DNA sequence(s) ) and obtain the desired activity requires a knowledge of and 
guidance with regard to which amino acids in the protein's sequence, if any. are tolerant of 
modification and which are conserved (i.e. expectedly intolerant to modification), and detailed 
knowledge of the ways in w hich the proteins' structure relates to its function. However, in this case 
the disclosure is limited to the nucleotide sequence of SHQ ID NO : 1 encoding the amino acid 
sequence of human DSP-1 1 of SHQ II) NO : 2. 

While recombinant and mutagenesis techniques are known, it is not routine in the art to screen 
for multiple substitutions or multiple modifications, as encompassed b> the instant claims, and the 
posititMis w ithin a protein's sequence where amino acid mcuiifications can be made with a reasonable 
expectation of success in obtaining the desired acti\ it\ utilit\ are limited in an_\ protein and the result 
of such mi)dincations is unpredictable. In addition, one skilled in the art would expect an\ tolerance 
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The specification does not support the broad scope of the claims which encompass all 
modifications ol any nucleic acid encoding DSP-12 with 50% identity [or 50% modification by 
deletion, addition or substitution] to S1:Q ID No. 1 where the nucleic acid molecule{s) may comprise 
a fragment 30 or 45 bases form SEQ ID NO : 1 encoding 1 0 or 1 5 mers of SFQ ID Nos: 2, because 
the specification does not establish: (A) regions of the protein structure which may be modified 
without effecting phosphatase (DSP-12) activity: (B) the general tolerance of DSP-12 to modification 
and extent of such tolerance: (C) a rational and predictable scheme for modify ing any DSP-12 from 
any source(s) with an expectation of obtaining the desired biological function: and (D) the 
specification provides insufficient guidance as to which of the essentially infinite possible choices is 
likely to be successful. 

With regard to claims 11-13. directed to a polynucleotide sequence that hybridizes to the 
disclosed sequence of SHQ ID NO : 1. Applicants have not sufficiently defined the conditions under 
which the hybridizations are to take place (claim 1 1 ) or if stringent conditions are iow \ 'medium or 
moderate* or 'high'. Nucleic acid hybridization assa>s are extremely sensitive to the conditions in 
which the\ are performed. The buffer composition, pi 1. temperature, length of time, salt 
concentrations, qualitx' and stnirce of template nucleic acid, are all v ariables which determine the 
reproducibilitN ot\i gi\ en hybridization experiment. (ji\ en the unpredictability of the art and the 
nature of h\ hridizali(Mi experiments in general, it is not sufficient to merely cite h\'bridization without 
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definition of stringenc) as it pertains to h\bridization conditions is subject to interprelalion and is 
ditterent Irom laboralorx to laboratory. 

Thus, applicants hax e not pro\ ided sufficient guidance to enable one of ordinar}' skill in the 
art to make and use the claimed invention in a manner reasonably correlated w ith the scope of the 
claims broadly including any poK peptide [phospholipase] with an enormous number of amino acid 
modifications of the of SEQ ID NOS: 2. The scope of the claims must bear a reasonable correlation 
with the scope of enablement ( In re Fisher . 166 USPQ 19 24 (CCPA 1970)). Without sufficient 
guidance, determination of all the DSP-12 polypeptides having the desired biological characteristics 
is unpredictable and the experimentation left to those skilled in the art is unnecessarily, and 
improperly, extensive and undue. See In re Wands 858 F.2d 73 1 , 8 USPQ2nd 1400 (Fed. Cir, 1988). 

Including in the claims the exact nature of the hybridization conditions used to isolate the 
claimed polynucleotides w ould aid in overcoming this portion of the rejection. 

7. C laim 7 is objected to as being dependent upon a rejected base claim, but would be allowable 
if rewritten in independent form including all of the limitations of the base claim and draw n to full 
length seciuence(s). 

8. Claims 6-10 14 are rejected under 35 I .S.C. 1 12. second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the iinention. 
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indellnite. The first use ol'an uncommon abbre\'ialion in a claim must al\va>'s be defmed. which ma\ 
be abbre\ iated in the subsequent claims. 

Claims 7-10 are included in the rejection for failing to correct the defect present in the base 
claim(s). 

9. Claim Rejections - 35 U.S.C § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless — 

(a) the invention was known or used bv others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this countr\ . more than one \ car prior to the date of application for patent in the United 
Slates. 

Claims 2-3 10 are rejected under 35 U.S.C. 102(a) as being anticipated by Accession No. 
AL121363 (created 25 September, 1999) or Accession No. AL121364 (created 25 September, 
1999). 

Accession Nos. ,\1,121363. a nucleotide sequence ha\ ing nucleotide bases 1-339. which 
are exact and contiguous match to Applicants* S1:Q1I)N(): 1 bases 91 1-1249. Similar!} . Accession 
Nos. AL121364 c. a nucleotide sequence ha\ing nucleotide bases 550-8 (complementary), which 
are exact and contiguous match to Applicants' Si;C,) ID NO ; 1 nucleotide bases 1320-1865. Since. 
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nucleotides which would inherentl) encode 1 10-180 contiguous amino acids, the reference teaches 
all the claim limitations and therefore this anticipation rejection. 
10. No claim is allowed. 


Claims drawn to full length sequences or that reciting the sequences and the hybridization 
conditions (stringency), as taught in the instant specification, will be favorably considered for 
allowance. 

12. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Tekchand Saidha (Ph.D.) whose telephone number is (703) 305-6595. The 
examiner can normally be reached on Monday-Friday from 8: 1 5 am to 4:45 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Ponnathapu Achutamurthy, can be reached at (703) 308-3804. I he fax phone number for this Group 
in the Technology Center is (703) 308-0294. 

An\' inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the (iroup receptionist whose telephone number is (703) 308-0196. 


Allowable subject matter 



May 29, 2003 


